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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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1 )KI Responsive to communication(s) filed on 18 March 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-9 and 17-23 is/are pending in the application. 

4a) Of the above claim(s) 1-7 and 9 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 8 and 17-23 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

The amendment filed on 3-18-2008 is acknowledged. Claim 8 has been amended. Claims 
17-23 have been added. Claims 10-16 have been canceled. Claims 1-9 and 17-23 are pending. 
Claims 1-7 remain withdrawn from further consideration pursuant to 37 CFR 1.142(b) as being 
drawn to a nonelected inventions, there being no allowable generic or linking claim. Claims 8 
and 17-23 are currently under examination. 

Claim Rejections Withdrawn 

The rejection of claim 8 under 35 U.S.C. 102(a) as being anticipated by Summers et al. 
(American Journal of Gastroenterology, 2003, Vol. 98 No. 9, pages 2035-2041) is withdrawn in 
light of the amendment thereto. It should be noted that this rejection may be reinstated once the 
new matter issue set forth below is resolved. 

The rejection of claim 8 under 35 U.S.C. 102(a) as being anticipated by Weinstock et al. 
(Currents, Fall 2000-Winter 2001, Vol.2, No. 1, Published online by the University of Iowa 
Health Care. http://www .uihealth cjjra^ u nv nts. \ oi. ?.issucl /'l helminths .html accessed 6- 

6jv2jK)6) is withdrawn in light of the amendment thereto. It should be noted that this rejection 
may be reinstated once the new matter issue set forth below is resolved. 

Claim Rejections Maintained 
35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 8, 17-18, 20 and 22-23 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Weinstock et al. (WO 99/33479) for the reasons set forth in the previous Office action in the 
rejection of claim 8. 
Applicant argues: 

1. Weinstock et al. do not teach a method of treating an animal with the claimed composition 
and then the level of regulatory T cell activity. 

Applicant's arguments have been fully considered and deemed non-persuasive. 

Weinstock et al. disclose the determination of Thl and Th2 responses after treatment with 
the claimed composition "in order to show efficacy" of their method (see page 21). Said 
responses were determined by measuring the production of various cytokines and cell surface 
markers (see pages 21-25). 

As outlined previously, Weinstock et al. disclose methods of treating methods of treating 
diseases associated with an aberrant/enhanced Thl response by administering a helminthic 
parasite preparation. Said diseases include Crohn's disease, ulcerative colitis, rheumatoid 
arthritis, type 1 diabetes mellitus, lupus erythematosis, Sarcoidosis and multiple sclerosis (see 
abstract). Consequently, Weinstock et al. anticipate all the limitations of the rejected claim. 
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New Grounds of Rejection 
35 USC § 112, New Matter 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 8 and 17-23 are is rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a new matter rejection. 

Applicant has amended claim 18 to recite "and determining the level of regulatory T cell 
activity, wherein an increase in regulatory T cell activity after said administering is indicative of 
successful treatment." This phrase does not appear in the specification, or original claims as 
filed. The portion of the specification Applicant cites as providing support deals only with 
autoimmune diseases and allergic diseases whereas the instant claims encompass any Thl or Th2 
related disease. Consequently, the cited portion of the specification does not provide support for 
the full breadth of the instant claims. Therefore this limitation is new matter. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 8 and 17-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Weinstock et al. (WO 99/33479). 

Weinstock et al. disclose methods of treating methods of treating diseases associated with 
an aberrant/enhanced Thl response by administering a helminthic parasite preparation. Said 
diseases include Crohn's disease, ulcerative colitis, rheumatoid arthritis, type 1 diabetes mellitus, 
lupus erythematosis, Sarcoidosis and multiple sclerosis (see abstract). Consequently, Weinstock 
et al. anticipate all the limitations of the rejected claim. Weinstock et al. further disclose the 
determination of Thl and Th2 responses after treatment with the claimed composition "in order 
to show efficacy" of their method (see page 21). Said responses were determined by measuring 
the production of various cytokines and cell surface markers (see pages 21-25). 

Weinstock et al. differs from the instant invention in that they don't explicitly disclose 
the regulatory T cell markers recited in claims 19 and 21. However, in view of the KSR decision, 
since the use of screening of the recited T cell activation markers is well known in the art 



Application/Control Number: 10/715,659 Page 6 

Art Unit: 1645 

yielding predictable results, it is obvious for the skilled artisan to use them in the methods of 
Weinstock et al. for determination of Thl and Th2 responses after treatment with the claimed 
composition "in order to show efficacy" of their method (see KSR International Co. v. Teleflex 
Inc., No. 04-1350 [U.S. Apr. 30, 2007]) 

Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROBERT A. ZEMAN whose telephone number is (571)272- 
0866. The examiner can normally be reached on Monday- Thursday, 7am -5:30 p.m. . 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shanon Foley can be reached on (571) 272-0898. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see htt p :// pair- direct.us ptQ.gov . 

Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 



/Robert A. Zeman/ 

Primary Examiner, Art Unit 1645 

June 23, 2008 



